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DEPARTMENT  OF  HEALTH  AND 
HUMAN  SERVICES 

Health  Care  Financing  Administration 

42  CFR  Parts  431  and  440 

Medicaid  Program;  Freedom  of  Choice: 
Waivers  of  and  Exceptions  to  State 
Plan  Requirements 

AGENCY:  Health  Care  Financing 
Administration  (HCFA),  HHS. 

ACTION:  Interim  tinal  rule  with  comment 
period. 

SUMMARY:  This  regulation  implements 
section  2175  of  the  Omnibus  Budget 
Reconciliation  Act  of  1981  (Pub.  L  97- 
35).  It  revises  in  several  ways  the 
current  requirements  regarding  a 
Medicaid  beneficiary’s  right  to  choose 
among  participating  providers  of 
covered  items  or  services: 

(1)  A  State  will  not  be  found  out  of 
compliance  with  otherwise  applicable 
requirements  if  it  enters  into  certain 
arrangements  to  purchase  laboratory 
services  or  medical  devices  through 
competitive  bids,  or  if,  under  certain 
circumstEmces,  it  restricts  for  a 
reasonable  period  of  time  a  specific 
beneHciary’s  choice  of  providers  or  the 
participation  of  a  specihc  provider. 

(2)  States  may  also  request  the 
Secretary  to  waive  statutory 
requirements,  as  necessary,  in  order  to: 

(a)  implement  a  primary  care  case 
management  system, 

(b)  allow  a  locality  to  act  as  a  central 
broker  in  aiding  beneficiaries  to  select 
among  competing  health  care  plans, 

(c)  share  with  beneficiaries,  through 
provision  of  additional  services,  savings 
resulting  from  beneficiary  use  of  more 
cost  effective  medical  care,  and 

(d)  restrict  beneficiaries  to  receive 
services  (other  than  in  emergency 
circumstances]  only  from  efficient  and 
cost-effective  providers  or  practitioners. 

The  purpose  of  these  regulations  is  to 
provide  States  with  increased  flexibility 
in  administering  their  Medicaid 
programs,  in  order  that  they  may 
increase  the  efficiency  and  effectiveness 
of  the  delivery  of  health  care  services, 
and  reduce  their  costs. 

DATES:  These  regulations  are  effective 
October  1, 1981,  except  for  reporting 
requirements  that  have  not  yet  been 
approved  by  0MB.  See  Supplementary 
Information.  We  are  publishing  final 
regulations,  rather  than  a  notice  of 
proposed  rulemaking,  for  reasons  given 
below  in  the  section  entitled  "Waiver  of 
Proposed  Rulemaking".  However,  we 
will  consider  any  comments  mailed  on 
or  before  December  30, 1981  and  will 
revise  these  regulations  if  necessary. 


ADDRESS:  Address  comments  in  writing 
to:  Administrator,  Department  Health 
and  Human  Services,  Health  Care 
Finandng  Administration,  P.O.  Box 
17076,  Baltimore,  Maryland  21235. 

If  you  prefer,  you  may  deliver  your 
comments  to  Room  309-G,  Hubert  H. 
Humphrey  Building,  200  Independence 
Ave.,  SW.,  Washington,  D.C.,  or  to 
Room  789,  East  High  Rise  Building,  6325 
Security  Boulevard,  Baltimore, 

Maryland. 

In  commenting,  please  refer  to  BPP- 
181-FC.  Agencies  and  organizations  are 
requested  to  submit  comments  in 
duplicate. 

Comments  will  be  available  for  public 
inspection,  beginning  approximately  two 
weeks  after  publication,  in  Room  309-G 
of  the  Department’s  ofiice  at  200 
Independence  Ave.,  SW.,  Washington, 
D.C.  20201  on  Monday  through  Friday  of 
each  week  from  8:30  a.m.  to  5:00  p.m. 
(202-245-7890). 

Because  of  the  large  number  of 
comments  we  receive,  we  cannot 
acknowledge  or  respond  to  them 
individually.  However,  if  as  a  result  of 
comments,  we  believe  that  changes  are 
needed  in  these  regulations,  we  will 
publish  the  changes  in  the  Federal 
Register  and  respond  to  the  comments  in 
the  preamble  of  that  document. 

FOR  FURTHER  INFORMATION  CONTACT*. 
Stanley  Katz,  (301)  594-9595. 
SUPPLEMENTARY  INFORMATION: 

I.  General 

In  order  to  permit  States  the  flexibility 
necessary  to  achieve  greater  efficiency 
and  cost-effectiveness  in  the  delivery  of 
health  care  services  to  the  Medicaid 
beneficiary  population.  Congress 
included  several  provisions  in  the 
Omnibus  Budget  Reconciliation  Act  of 
1981  (Pub.  L  97-35;  August  13, 1981). 
Among  these  provisions  is  section  2175, 
which,  in  part,  establishes  a  new  section 
1915  of  title  XIX,  and  which  is 
implemented  by  these  regulations. 

hi  developing  these  regulations,  we 
have  tried  to  afiord  States  the  greatest 
possible  flexibility  and  opportunity  for 
innovation  in  administering  their 
Medicaid  programs,  consistent  with  the 
statutory  requirements.  We  have 
therefore  decided  to  minimize  Federal 
prescription  of  definitions  and 
procedures  in  implementation  of  these 
provisions.  We  do  not  intend  to  use  the 
Secretary’s  waiver  authority  to  impose 
new  restrictions  on  the  States,  or  to 
compel  them  to  meet  unnecessary  and 
burdensome  regulatory  requirements  in 
order  to  receive  or  qualify  for  waivers. 
Instead,  we  will  permit  each  State  to 
determine  its  own  program  content  and 
administration,  consistent  with  the  law. 


We  will  impose  no  requirements  or 
criteria  for  waiver  approval  or 
compliance  determinations  beyond 
those  specified  in  the  statute. 

n.  Exceptions  to  Freedom  of  Choice 
Requirements  (Section  1915(a)) 

Our  current  regulations  implementing 
the  freedom  of  choice  requirements  of 
section  1902(a)(23)  of  the  Social  Security 
Act  are  at  42  CFR  431.51.  Under 
amendments  to  the  statute  made  in  1972 
and  1977,  we  have  already  allowed 
exceptions  to  these  requirements  (as 
well  as  requirements  on  Statewideness 
and  comparability  of  services)  when  a 
State  Medicaid  agency  contracts  with  an 
organization,  such  as  a  health 
maintenance  organization  (HMO),  to 
provide  services  to  beneficiaries  on  a 
prepayment  basis  (Pub.  L  92-603),  or 
because  the  State  Medicaid  plan 
provides  for  payment  for  rural  health 
clinic  (RHC)  services  only  if  those 
services  are  provided  by  an  RHC  (Pub. 

L  95-210).  These  new  amendments 
provide  for  exceptions  in  additional 
cases. 

When  the  statutory  exceptions  for 
prepayment  organizations  and  RHCs 
were  incorporated  as  part  of  Section 
1902(a](23),  we  treated  them  as  State 
plan  requirements,  and  they  were 
administered  and  enforced  as  such. 
However,  the  new  section  1915(a]  is  not 
framed  as  a  State  plan  requirement.  The 
statutory  language  of  section  1915(a) 
merely  states  that  these  provisions  are 
practices  for  which  States  will  not  be 
found  out  of  compliance  with  specified 
statutory  State  plan  requirements,  even 
though  ±e  practices  may  deviate  from 
those  requirements.  Moreover,  unlike 
section  1915(b],  which  is  explicitly  a 
waiver  provision,  section  1915(a], 
does  not  call  for  formal  waivers  of  plan 
requirements  by  the  Secretary  before 
these  practices  can  be  implemented. 

However,  it  is  necessary  for  us  to  be 
accurately  informed  of  how  States  are 
administering  their  Medicaid  programs, 
and  to  determine  if  their  operations  are 
actually  in  compliance  with  the  statute. 
Moreover,  paragraph  1915(a)(1)(B) 
requires  a  positive  Secretarial  finding  in 
order  for  a  State  to  adopt  a  competitive 
bidding  process.  We  believe  these 
purposes  can  be  achieved  best  by 
having  a  State  notify  us  early  in  its 
implementing  process  of  program 
changes  under  section  1915(a).  This 
early  report  would  not  be  a  request  for 
approval,  since  the  State  would  not  be 
precluded  bom  beginning 
implementation  pending  review  of  its 
report.  However,  we  believe  that  such  a 
mechanism  will  permit  us  to  pass  along 
to  the  States,  through  our  review  of  their 
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reports,  the  benefit  of  the  experience  of 
the  other  States  and  to  provide  them  as 
much  technical  assistance  as  possible. 

Therefore,  we  have  decided  to  require 
States  to  report  to  HCFA  regarding 
program  changes  under  section  1915(a) 
no  later  than  Ae  end  of  the  calendar 
quarter  in  which  a  State  first 
implements  these  changes.  (In  the  case 
of  a  State  entering  into  competitive  or 
other  arrangements  concerning 
laboratory  services  or  medical  devices, 
the  report  would  have  to  be  submitted, 
and  a  positive  finding  made,  before  the 
arrangements  could  be  implemented.) 
We  have  authority  to  require  such  a 
report  under  section  1902(a)(6]  of  the 
Act,  which  provides  that  the  State 
agency  will  make  reports,  in  the  form 
and  including  the  information,  as 
required  by  the  Secretary. 

We  believe  that  these  reports  will 
provide  the  information  required  for 
Federal  program  management  and 
create  an  optimal  atmosphere  for  the 
exercise  of  State  flexibility  with 
accountability. 

A.  Prepayment  Organizations  and  Rural 
Health  Clinics 

Section  1915(a)(1)(A)  merely  repeats 
requirements  that  I^b.  L.  97-35 
transferred  from  section  1902(a)(23)  of 
title  XIX  to  this  new  section. 
Implementation  of  an  exception  under 
section  1915(a)(1)(A)  by  fu^shing 
services  through  an  HMO.  prepaid 
health  plan,  or  RHC,  will  not  require  a 
report  under  the  new  regulations. 

B.  Competitive  Arrangements 

Section  1915(a)(1)(B)  provides  that  a 
State  will  not  be  found  out  of 
compliance  with  the  freedom  of  choice 
requirements  of  the  Social  Security  Act 
solely  because  the  State,  or  any  political 
subdivision  of  the  State,  has  entered 
into  arrangements  to  purchase,  through 
a  competitive  bidding  process  or 
otherwise,  certain  laboratory  services 
(including  X-ray)  and  medical  devices. 
The  laboratory  services  covered  by  this 
provision  are  specified  in  section 
1905(a)(3)  of  the  Act  and  defined  at  42 
CFR  440.30.  Medical  devices  means 
items  such  as  durable  medical 
equipment,  home  health  appliances, 
eyeglasses,  hearing  aids,  or  prosthetics 
that  are  covered  imder  the  State's 
Medicaid  program. 

C.  Lock-in  of  Beneficiaries  Who 
Overutilize  Services 

Section  1915(a)(2)(A)  provides  for 
exceptions  to  die  fi^dom  of  choice 
requirements  to  allow  ^State  to  “lock¬ 
in’*  chronic  overutilizers  of  services  to  a 
single  physician  or  limited  group  of 
providers  for  a  reasonable  period  of 


time.  Congress  has  required  that  these 
beneficiaries  be  given  notice  and  an 
opportunity  for  a  hearing,  and  that  in  no 
event  should  emergency  services  firom 
any  participating  provider  be  denied  die 
beneficiary.  Under  the  new  regulations 
at  42  CFR  431.51  and  431.54,  when  a 
State  implements  these  restrictions',  it 
must  submit  a  report  to  us.  The  general 
requirements  of  this  report  are  set  forth 
at  §  431.51(d). 

As  stated  at  S  431.51(d).  this  report  is 
to  address  the  various  key  terms  of  the 
statute.  The  format  of  the  report  and  the 
specific  interpretation  of  these  terms  are 
up  to  the  State. 

D.  Lock-out  of  Providers  Who  Abuse  the 
Medicaid  Programs 

Section  1915(a)(2)(B)  allows 
exceptions  to  the  fi'eedom  of  choice 
requirements  for  States  to  restrict,  for  a 
reasonable  period  of  time,  the 
participation  of  providers  in  their 
Medicaid  programs.  This  restriction 
could  be  imposed,  if,  after  notice  and 
opportunity  for  hearing,  the  State 
determines  that  the  provider,  in  a 
significant  number  or  proportion  of 
cases,  provided  services  to  beneficiaries 
when  such  services  were  not  medically 
necessary  or  of  a  quality  not  meeting 
professionally  recognized  standards  of 
health  care.  Congress  added  this 
provision  because  it  was  concerned  that 
some  providers  may  furnish 
unnecessary  services  in  order  to 
maximize  reimbursement  under  title 
XIX.  or  may  provide  poor  quality  care, 
and  wanted  to  enable  States  to  penalize 
those  providers  (H.R.  Rep.  No.  97-158,  n, 
310). 

E.  Conditions  Applicable  When 
Freedom  of  Choice  Is  Restricted 

As  indicated  in  its  Committee  reports. 
Congress  believed  that  access  to  quality 
health  care  for  beneficiaries  is  essential 
(H.R.  Rep.  No.  97-158.  B.  310;  H.R.  Rep. 
No.  97-208. 964).  We  are  requiring  that 
the  State,  to  its  exception  report,  provide 
an  explanation  of  how  these  statutory 
requirements  vtiU  be  met  (see 
§  431.54(e)). 

m.  Waiver  of  Other  Medicaid 
Requirements  (Section  1915(b)) 

States  are  required  to  design  and 
manage  their  Medicaid  programs  to 
accordance  with  various  statutory 
requirements  that  define  the  scope  and 
nature  of  health  care  services  for  which 
Federal  matching  fimds  cue  available. 
While  these  requirements  generally 
serve  to  assure  that  beneficiaries  have 
adequate  access  to  quality  care,  they 
sometimes  restrict  a  State’s  ability  to 
manage  its  Medicaid  program  to  toe 
most  efficient  and  effective  manner. 


A.  Requests  for  Waivers 

States  may  now  request  toe  Secretary 
to  waive  these  statutory  and  regulatory 
requirements.  In  making  such  a  request, 
a  State  must  submit  a  written 
description  of  the  waiver  proposal.  This 
must  include  at  leash 

A  clear  and  specific  description  of  the 
purpose  of  the  waiver,  to  terms  of 
statutorily  permitted  goals; 

Identification  of  toe  specific  statutory 
requirements  that  must  be  waived  to 
allow  toe  proposed  program  changes;  . 

An  explanation  of  the  expected- cost- 
effectiveness  and  efficiency  of  the 
program  changes,  such  as  toe  extent  to 
which  total  Medicaid  outlays  for  the 
State  will  be  less  with  the  waiver, 
without  sacrificing  beneficiary  access  to 
quality  care; 

An  assessment  of  how  the  waiver  will 
affect  beneficiary  access  to  services  of 
adequate  quality;  and 

A  showing  that  toe  impact  of  the 
waiver  on  beneficiaries  will  not  be 
toconsistent  with  Federal  Medicaid 
j)rogram  objectives. 

We  expect,  to  most  instances,  to  be 
able  to  respond  to  a  State’s  waiver 
request  on  the  basis  of  its  own 
assessments,  and  supporting  analyses, 
that  the  proposal  satisfies  the  statutory 
requirements  rmd  the  procedural 
requirements  of  the  new  regulations  at 
42  CFR  431.55.  When  necessary,  we  will 
request  further  information  from  a  State 
to  order  to  determine  whether  the 
request  complies  with  the  statute. 

B.  Restriction  of  Beneficiaries  to 
Selected  Cost-Effective  Providers 

Section  1915(b)(4)  provides  for 
waivers  allowing  States  to  restrict 
beneficaries’  fireedom  of  choice  to 
certain  providers  who: 

Undertake  to  provide  toe  covert  care 
or  medical  services  needed;  and 

Comply  with  State  plan  standards  for 
reimbursement  quality,  and  utilization. 

States  may  qualify  for  these  waivers 
only  if. 

'nieir  applicable  State  standards  are 
consistent  with  access,  quality,  and 
efficient  and  economic  provision  of 
covered  care  and  services;  and 

The  restrictions  they  impose  do  not 
discriminate  among  classes  of  providers 
on  groimds  unrelated  to  their 
demonstrated  effectiveness  and 
efficiency  to  providing  those  services. 

C.  Conditions  Applicable  to  all  Section 
1915(b)  Waivers 

Section  1915(d)  (added  as  section 
1915(c)  by  section  2175  and  redesignated 
by  section  2176)  provides  that  waivers 
approved  under  section  1915(b)  may 
extend  for  no  more  than  two  years. 
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unless  the  State  requests  continuation  of 
the  waiver.  Unless  the  Secretary  denies 
a  State's  request  for  continuation  of  a 
waiver  within  90  days  of  its  submission 
to  the  Secretary,  the  requested 
continuation  shall  be  deemed  granted. 

(A  similar  90  day  provision  applies  to 
the  initial  request  for  a  waiver,  as 
explained  below.) 

Section  1915(e)  (added  as  section 
1915(d)  by  section  2175,  and 
redesignated  by  section  2176)  requires 
the  Secretary  to  monitor  the 
implementation  of  waivers  granted 
under  section  1915  to  assure  that  the 
requirements  for  those  waivers  are 
being  met.  After  notice  and  opportunity 
for  a  hearing,  the  Secretary  must 
terminate  waiver  if  he  or  she  finds 
noncompliance  has  occurred.  This 
section  also  requires  the  Secretary  to 
report  to  Congress,  no  later  than 
September  30, 1984,  on  waivers  granted 
under  section  1915. 

Section  1915(f),  added  by  section  2177 
of  the  Omnibus  Reconciliation  Act, 
provides  that  a  request  submitted  to  the 
Secretary  by  a  State  for  a  proposed  / 
State  plan  or  plan  amendment  under 
title  XIX,  or  a  waiver  of  a  title  XIX 
requirement,  shall  be  deemed  granted 
unless  the  Secretary,  within  90  days 
after  the  date  of  its  submission  to  the 
Secretary,  either  denies  the  request  in 
writing  or  informs  the  State  agency  in 
writing  of  any  additional  information 
that  is  needed  to  make  a  final 
determination  on  the  request.  After  the 
date  the  Secretary  receives  the 
additional  information,  the  request  shall 
be  deemed  granted  unless  the  Secretary, 
within  90  days,  denies  the  request. 

Sections  1915  (a),  (b),  (d),  and  (e)  were 
effective  with  enactment,  on  August  13, 
1981.  Section  1915(f)  will  be  eH'ective  90 
days  after  enactment,  on  November  11, 
1981.  However,  we  must  note  that  the 
primary  effect  of  this  delay  in  effective 
date  is  to  enable  the  Department  to 
make  provisions  for  those  plans  and 
plan  amendments  pending  HCFA  review 
before  enactment.  Waivers  requested 
under  section  1915(b)  between  August 
13, 1981  and  November  11, 1981  wUl  be 
deemed  granted  90  days  from  the  date  of 
submission,  unless  they  are  denied  in 
writing  or  further  information  is 
requested. 

Some  sections  of  these  regulations  are 
affected  by  statutory  provisions  that  are 
implemented  by  other  regulations 
documents  also  being  published  at  this 
time.  It  would  be  confusing  to  present 
the  same  section  with  different  wording 
in  different  documents  (by  making,  in 
each  document,  only  the  particular 
changes  called  for  by  the  statutory 
provisions  implemented  by  that 
document).  In  order  to  avoid  this 
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problem,  die  sections  affected  by  more 
than  one  provision  tire  presented  in  each 
document  with  all  the  (Ganges  required 
by  each  of  the  provisions  of  law  that 
affect  them.  However,  each  of  the 
changes  is  explained  only  once,  in  the 
preamble  of  the  regulations  document 
that  implements  the  provision  which 
required  that  particular  change. 

Waiver  of  Proposed  Rulemaking  and  of 
30*Day  Delay  in  Effect 

The  provisions  of  section  2175  of  Pub. 

L  97-35  that  are  being  implemented  by 
these  regulations  were  effective  on 
enactment.  Although  Congress 
recognized  that  the  Secretary  could 
begin  to  grant  waivers  before  these 
regulations  are  issued,  it  urged  that  we 
issue  them  as  quickly  as  possible,  so 
that  States  will  receive  guidance 
concerning  the  standards  the  Secretary 
will  apply  in  approving  and 
disapproving  waiver  requests.  In  order 
to  have  regulations  in  place,  as  close  as 
possible  to  the  effective  date  of  the  law, 
we  must  publish  these  regulations  in 
Hnal  form. 

These  regulations  will  allow  the 
States  substantial  flexibility  to  achieve 
cost  savings  in  administering  their 
Medicare  programs.  Therefore,  we 
believe  that  publication  of  a  notice  of 
proposed  rulemaking  is  unnecessary  and 
contrary  to  the  public  interest.  We  also 
believe  that  it  is  important  to  the  States 
to  have  these  rules  effective  as  soon  as 
possible,  so  as  to  expedite  the  approval 
of  waivers  under  them,  and  that  no 
compelling  purpose  would  be  served  by 
delaying  &e  effective  date  beyond  the 
date  of  publication.  We  therefore  find 
good  cause  to  waive  both  notice  of 
proposed  rulemaking  and  our  normal  30- 
day  delay  in  effective  date.  We  will, 
however,  consider  any  comments  on  this 
rule  that  are  mailed  by  the  date 
specified  above  in  the  "Dates”  section 
and  make  any  further  changes  that  may 
be  necessary. 

Executive  Order  12291 

Under  the  terms  of  the  Executive 
Order  12291,  a  “major”  rule  is  one  which 
is  “likely  to  result”  in  an  annual  effect 
on  the  economy  of  $100  million  or  more; 
a  major  increase  in  costs  or  prices  for 
consumers,  individual  industries, 
government  agencies,  or  geographic 
regions;  or  significant  adverse  effects  on 
competition,  employment  or 
productivity.  If  a  rule  is  “major”,  a 
“regulatory  impact  analysis”  must  be 
prepared. 

The  Department  is  uncertain  as  to 
whether  or  not  this  rule  is  “likely”  to 
have  an  economic  impact  of  $100  million 
or  more  (the  other  threshold  criteria  will 
not  be  met).  Nothing  in  this  rule  required 
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cost-saving  actions,  and  the  States  are 
free  to  use  any  of  a  number  of  other 
methods  to  achieve  required  Medicaid 
savings,  such  as  reductions  in  covered 
services  or  eligibility.  We  note  that 
many  actions  States  might  take  under 
Section  1915  do  not  depend  on  this 
regulation,  and  are  not  therefore  a 
“result”  of  this  regulation,  but  of  the 
statute  itself.  The  potential  for 
substantial  cost  savings  is  contingent 
upon  State  actions.  In  either  case,  there 
is  no  present  basis  for  an  impact 
analysis  to  be  other  than  an  exercise  in 
speculation  as  to  actions  which  the 
States  may  decide  later  to  take. 

Under  these  circumstances,  we  have 
decided  not  to  classify  this  rule  as 
“major”  at  this  time.  However,  we 
specifically  invite  public  comment  on 
this  question.  If  we  decide  to  reclassify 
the  rule  as  major,  a  regulatory  impact 
analysis  will  be  prepared  to  accompany 
the  ffnal  rule. 

Regulatory  Flexibility  Act 

The  Regulatory  Flexibility  Act 
requires  preparation  of  a  “regulatory 
flexibility  analysis”  in  cases  in  which  a 
rule  will  have  a  “significant  impact  on  a 
substantial  number  of  small  entities.” 
“Small  entities”  include  most  hospitals, 
laboratories,  doctors,  and  other  medical 
care  providers.  Some  of  the  actions  that 
States  might  take  under  Section  1915 
would  impact  small  entities.  However, 
for  reasons  given  above,  it  is  unlikely 
that  a  substantial  number  would  be 
impacted  significantly  by  this  regulation, 
and  we  so  certify.  This  statement  may 
be  reconsidered  based  on  public 
comment  and  actual  State  actions,  as 
described  above. 

Paperwork  Reduction  Act  of  1980 

Sections  431.51,  and  431.55  of  this 
regulation  contain  reporting 
requirements  subject  to  the  Paperwoik 
Reduction  Act  (Pub.  L.  96-511)  which 
have  not  been  approved  by  the  Office  of 
Management  and  Budget  (OMB).  The 
reporting  is  not  requir^  until  OMB 
approval  has  been  obtained.  HCFA  will 
publish  a  notice  in  the  Federal  Register 
when  approval  has  been  obtained, 
indicating  the  effective  date  of  the 
reporting. 

PART  431— STATE  ORGANIZATION 
AND  GENERAL  ADMINISTRATION 
*  «  *  •  • 

42  CFR  Part  431  is  amended  as 
follows: 

1.  In  Part  431,  the  table  of  contents  of 
Subpart  B  is  amended  by  adding  new 
§§  431.54  and  431.55  to  read  as  follows: 
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Subpart  B— Administrative  Requirements: 
General  Program  Services 
*  *  •  •  • 

Sec. 

431.54  Exceptions  to  certain  State  plan 

requirements.  ' 

431.55  Waiver  of  other  Medicaid 
requirements. 

***** 

2.  The  authority  citation  for  Part  431 
reads  as  follows: 

Authority:  Sec.  1102  of  the  Social  Security 
Act,  (42  U.S.C.  1302). 

3.  Section  431.50  is  amended  by 
revising  paragraphs  (a)  and  (c)  to  read 
as  follows: 

§  431.50  Statewide  operation. 

(a)  Basis  and  purpose.  This  section  • 
implements  section  1902(a)(1)  of  the  Act, 
which  requires  a  State  plan  to  be  in 
effect  throughout  the  State,  and  section 
1915,  which  permits  certain  exceptions. 
***** 

(c)  Exceptions.  The  requirements  of 
paragraph  (b)  of  this  section  do  not 
apply  with  respect  to: 

(1)  Services  offered  by  comprehensive 
health  services  organizations  (see 

§  440.250(g)  of  this  subchapter); 

(2)  Services  offered  by  rurcd  health 
clinics  (see  S  440.20(b)  of  this 
subchapter); 

(3)  Airangements  to  purchase  medical 
services  or  laboratory  and  X-ray 
services  (as  defined  in  §  440.30  of  this 
subchapter)  through  a  competitive 
bidding  process  or  otherwise,  under 

§  431.54(d); 

(4)  Lock-in  or  lock-out  restrictions 
under  §  431.54(e)  and  (f);  or 

(5)  Services  offered  under  a  waiver 
with  respect  to  home  ai^  community 
based  services  (§  440.180  of  this 
subchapter). 

4.  Section  431.51  is  revised  to  read  as 
follows: 

§  431.51  Free  choice  of  providers. 

(a)  Basis  and  purpose.  This  section 
implements  section  1902(a)(23)  of  the 
Act.  which  provides  that  recipients  may 
obtain  services  fi*om  any  qualified 
Medicaid  provider,  and  section  1915  of 
the  Act,  which  provides  that  a  State 
shall  not  be  found  out  of  compliance 
with  section  l%2(a)(23)  solely  by  reason 
of  certain  specified  allowable 
restrictions  of  this  fiee  choice  (see 
paragraph  (c)  of  this  section  ai^ 

§  431 J4)  and  which  authorizes  the 
Secretary  to  waive  the  requirements  of 
section  1902(a)(23),  and  o^er  provisions 
of  the  Act,  in  certain  circumstances  (see 
§  431.55). 

(b)  State  plan  requirement.  Except  as 
provided  in  paragraph  (c)  of  this  section,  s 
a  State  plan  (except  in  Puerto  Rico,  the 


Virgin  Islands,  and  Guam)  must  provide 
that  any  recipient  may  obtain  Medicaid 
services  from  any  institution,  agency, 
pharmacy,  person,  or  organization  that 
is  qualified  to  perform  the  services, 
including  an  organization  that  provides 
these  services  or  arranges  for  their 
availability  on  a  prepayment  basis. 

(c)  Limitations  on  applicability. 
Paragraph  (b)  of  this  section  does  not 
prohibit  the  agency  from — 

(1)  Establishing  the  fees  it  will  pay 
providers  for  Medicaid  services; 

(2)  Setting  reasonable  standards 
relating  to  the  qualifications  of 
providers;  or 

(3)  Restricting  the  fi'ee  choice  of 
providers  in  accordance  with  one  or 
more  of  the  exceptions  provided  for 
under  §  431.54,  or  under  a  waiver  as 
provided  for  under  §  431.55. 

(d)  Reporting  requirement  If  a  State 
implements  a  project  under  one  of  the 
exceptions  allowed  under  $  431.54  (d), 

(e)  or  (f).  it  must  provide  a  report  to 
HCFA  ^at  describes  how  the  project 
meets  the  statutory  requirements  for  an 
exception  under  section  1915(a)  of  the 
Act  The  report  must  be  submitted  by 
the  end  of  the  quarter  in  which  the  State 
implements  the  project  except  that  the 
report  must  be  submitted  prior  to 
instituting  the  project  in  the  case  of  an 
exception  under  $  431.54(d),  for  which 
the  Secretary  must  make  certain 
findings  before  the  project  may  be 
initiated. 

5.  A  new  §  431.54  is  added  to  read  as 
follows: 

§  431.54  Exceptions  to  certain  State  plan 
requirements. 

(a)  Basis  and  purpose.  This  section 
implements  section  1915(a)  of  the  Act, 
which  provides  that  a  State  shall  not  be 
deemed  to  be  out  of  compliance  with  the 
requirements  of  sections  1902(a)  (1),  (10), 
or  (23)  of  the  Act  solely  by  reason  of 
certain  specified  allowable  exceptions, 
as  set  forth  in  this  section. 

(b)  Services  on  a  prepayment  basis.  If 
the  Medicaid  agency  contracts  on  a~ 
prepayment  basis  with  an  organization 
that  provides  services  additional  to 
those  offered  under  the  State  plan,  the 
agency  may  restrict  the  provision  of  the 
additional  services  to  recipients  who 
live  in  the  area  served  by  the 
organization  and  wish  to  obtain  services 
fitim  it. 

(c)  Rural  health  clinic  services.  The 
State  Medicaid  agency  may  require  in 
its  State  plan  that  payment  will  be  made 
for  rural  health  clildc  services  only  if 
those  services  are  provided  by  a  rural 
health  clinic. 

(b)  Competitive  bidding  or  other 
arrangements.  The  Medicaid  agency 
may  enter  into  arrangements  to 


purchase  medical  devices  or  laboratory 
and  X-ray  tests  (as  defined  in  S  440.30) 
through  a  competitive  bidding  process  or 
otherwise,  if  the  State  assures  in  the 
report  required  S  431.51(d),  and  the 
Secretary  finds  that  adequate  services 
or  devices  are  available  to  recipients 
under  the  arrangements.  In  ad(fition,  the 
State  must  assure  and  the  Secretary 
must  find  that: 

(1)  Laboratory  services  purchased 
under  such  arrangements  are  provided 
through  laboratories  that  meet  the 
requirements  of  Part  405,  Subpart  J  or 
Part  405,  Subpart  M  of  this  chapter. 

(2)  Any  lalraratory  for  which  a  State 
puitihases  services  under  this  section 
has  no  more  than  75  percent  of  its 
charges  based  on  services  to 
beneficiaries  or  recipients  of  Medicaid 
or  Medicare. 

(e)  Lock-in  of  recipients  who  over¬ 
utilize  Medicaid  services.  If  a  Medicaid 
agency  finds  that  a  recipient  has  utilized 
Medicaid  services  or  items  at  a 
firequency  or  amount  that  is  not 
me^cally  necessary,  as  determined  in 
accordance  with  utilization  guidelines 
established  by  the  State,  the  agency 
may  restrict  that  recipient  for  a 
reasonable  period  of  time  to  obtain 
Medicaid  services  or  items  only  from 
designated  providers,  provided  that 

(1)  The  agency  gives  the  i^pient 
notice  and  opportunity  for  a  hearing  (in 
accordance  with  procedures  established 
by  the  agency)  before  such  restrictions 
are  imposed. 

(2)  The  agency  assures  that  the 
redpient  has  reasonable  access  (taking 
into  accoimt  geographic  location  and 
reasonable  travel  time)  to  Medicaid 
services  of  adequate  quality. 

(f)  Lock-out  of  providers.  If  a 
Me^caid  agency  finds  that  a  provider  of 
items  or  services  imder  the  State  plan 
has  abused  the  Medicaid  program,  the 
agency  may  restrict  the  provider, 
throu^  suspension  or  otherwise,  from 
participating  in  the  Medicaid  program 
for  a  reasonable  period  of  time, 
provided  that 

(1)  Before  imposing  any  restriction, 
the  agency  gives  the  provider  notice  and 
opportunity  for  a  hearing,  in  accordance 
with  proc^ures  established  by  the 
agency. 

(2)  Tlie  agency  shows,  before  so  * 
restricting  a  provider,  that  in  a 
significant  number  or  proportion  of 
cases,  the  provider  has: 

(i)  ^vided  Medicaid  items  or 
services  at  a  frequency  or  amount  not 
medically  necessary,  as  determined  in 
accordance  with  utilization  guidelines 
established  by  the  agency;  or 

(ii)  Provided  Medicaid  items  or 
services  of  a  quality  that  does  not  meet 
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professionally  recognized  standards  of 
health  care. 

(3)  The  agency  assures  that  recipients 
do  not  lose  reasonable  access  to 
services  of  adequate  quality  as  a  result  . 
of  such  restrictions. 

(4)  The  agency  gives  general  notice  to 
the  public  of  the  restriction,  its  basis, 
and  its  duration. 

6.  A  new  §  431.55  is  added  to  read  as 
follows: 

§  431.55  Waiver  of  other  Medicaid 
requirements. 

(a)  Basis  and  purpose.  This  section 
implements  section  1915(b)  of  the  Act, 
which  authorizes  the  Secretary  to  waive 
the  requirements  of  sections  1902  and 
1903(m)  of  the  Act  to  the  extent  he  or 
she  ^ds  proposed  improvements  in  the 
provision  of  services  under  Medicaid  to 
be  cost-effective,  efficient,  and 
consistent  with  the  objectives  of  the 
Medicaid  program.  This  section  also 
implements  sections  1915  (d),  (e),  and  (f) 
of  the  Act,  which  govern  how  such 
waivers  are  to  be  tq)proved,  continued, 
monitored,  and  terminated. 

-(b)  General  requirements.  (1)  In 
applying  for  a  waiver  to  implement  an 
approvable  project  under  paragraphs  (c), 

(d),  (e),  or  (f)  of  this  section,  a  Medicaid 
agency  must  document: 

(1)  The  cost-effectiveness  of  the 
project; 

(ii)  The  effect  on  recipients  regarding 
access  to  care  and  quality  of  services: 
and 

(iii)  The  projected  impact  of  the 
program. 

(2)  No  waiver  under  this  section  may 
be  granted  for  a  period  longer  than  2 
years,  unless  the  agency  requests  a 
continuation  of  the  waiver. 

(3)  HCFA  will  monitor  the 
implementation  of  waivers  granted 
under  this  section  to  assure  that 
requirements  for  such  waivers  are  being 
met. 

(i)  Where  monitoring  demonstrates 
evidence  that  the  agency  is  not  in 
compliance  with  the  requirements  for  a 
waiver  imder  this  section,  the  agency 
shall  be  given  notice  and  (^portunity  for 
a  hearing. 

(ii)  If,  after  a  hearing,  HCFA  finds  an 
agency  to  be  out  of  compliance  with  the 
requirements  of  a  waiver,  that  waiver 
shall  be  terminated,  and  the  agency 
shall  be  given  a  specified  date  by  which 
it  must  demonstrate  that  it  meets  the 
applicable  requirements  of  sections  1902 
and  1903(m)  of  the  Act. 


(c)  Case-management  system. 

Waivers  of  appropriate  requirements  of 
sections  1902  and  1903(m)  of  the  Act 
may  be  authorized  for  a  State  to 
implement  a  case-management  system 
or  specialty  physician  services 
arrangements  which  restricts  the 
provider  from  or  through  whom  a 
recipient  can  obtain  primary  care 
services  (other  than  in  emergency 
circumstances);  provided  that — 

(1)  Such  restrictions  do  not 
substantially  impair  access  to  such 
services  of  adequate  quality  where 
medically  necessary. 

(2)  Under  a  case-management  system, 
the  agency  assures  that  a  specific 
person  or  agency  will  be  responsible  for 
locating,  coordinating,  and  monitoring  * 
Medicaid  services  in  behalf  of  a 
recipient 

(d)  Locality  as  central  broker. 

Waivers  of  appropriate  requirements  of 
sections  1902  and  1903(m)  of  the  Act 
may  be  authorized  for  a  State  to  allow  a 
locality  to  act  as  a  central  broker  in 
assisting  individuals  (eligible  for 
medical  assistance  under  this  title)  in 
selecting  among  competing  health  care 
plans. 

(e)  Sharing  of  cost  savings.  Waivers  of 
appropriate  requirements  of  sections 
1902  and  1903(m)  of  the  Act  may  be 
authorized  for  a  State  to  share  (through 
provision  of  additional  services)  with 
recipients  of  medical  assistance  under 
the  State  plan  cost  savings  resulting 
from  use  by  the  recipient  of  more  cost- 
effective  medical  care. 

(f)  Restriction  of  freedom  of  choice. 
Waivers  of  appropriate  requirements  of 
sections  1902  and  1903(m)  of  the  Act 
may  be  authorized  for  States  to  restrict 
recipients  to  obtaining  services  firom  a 
prouder  or  providers  that  have 
demonstrated  efiectiveness  and 
efficiency  in  providing  those  services; 
Provide(£  That— 

(1)  An  agency  may  qualify  for  such  a 
waiver  only  if— 

(i)  Its  applicable  State  standards  are 
consistent  with  access,  quality, 
efficiency,  and  economic  pro>dsion  of 
covered  care  and  services;  and 

(ii)  The  restrictions  it  imposes  do  not 
discriminate  among  classes  of  providers 
on  grounds  unrelated  to  their 
demonstrated  effectiveness  and 
efficiency  in  providing  those  services. 


(2)  The  agency  restricts  recipients  to 
obtain  services  only  fix)m  qualified 
providers  or  practitioners  that: 

(i)  Undertake  to  provide  the  covered 
care  or  medical  services  needed;  and 

(ii)  Comply  with  State  plan  standards 
for  reimbursement,  quality,  and 
utilization. 

(3)  The  agency  must  assure  that  such 
restriction  does  not  hamper  or  deter 
access  to  emergency  services  for 
afiected  recipients. 

PART  440— SERVICES:  GENERAL 
PROVISIONS 

42  CFR  Part  440  is  amended  as 
follows: 

1.  The  authority  citation  for  Part  440 
reads  as  follows: 

Authority:  Sec.  1102  of  the  Social  Security 
Act  (42  U.S.C.  1302). 

2.  Section  440.200  is  revised  to  read  as 
follows: 

§  440.200  Basis,  purpose,  and  scope. 

(a)  This  subpart  implements — 

(1)  Section  1902(a)(10),  regarding 
comparability  of  services  for  groups  of 
recipients,  and  the  amount,  duration, 
and  scope  of  services  described  in 
1905(a)  of  the  Act  that  the  State  plan 
must  provide  for  recipients; 

(2)  Section  1902(a)(22)(D),  which 
provides  for  standards  and  methods  to 
assure  quality  of  services; 

(3)  Section  1907  on  observance  of 
religious  beliefs;  and 

(4)  Section  1915  on  exceptions  to 
section  1902(a)(10)  and  waivers  of  other 
requirements  of  section  1902  of  the  Act. 

(b)  The  requirements  and  limits  of  this 
subpart  apply  for  all  services  defined  in 
Subpart  A  of  this  part. 

Section  440.250  is  amended  by  adding 
new  paragraphs  (h),  (i),  (j),  and  (k)  to 
read  as  follows: 

§  440.250  Umttt  on  comparability  of 
services. 

>  •  •  •  * 

(h)  Ambulatory  service  for  the 
medically  needy  (S  440.220(b))  may  be 
limited  to— 

(.'  j  Individuals  under  age  16;  and 

(2)  Individuals  entitled  to  institutional 
services. 

(i)  Services  provided  under  exceptions 
to  requirements  allowed  under  {  431.54 


Federal  Register  /  Vol.  46,  No.  190  /  Thursday,  October  1,  1981  /  Rules  and  Regulations  48529 

may  be  limited  as  provided  under  those 
exceptions. 

(j)  If  HCFA  has  approved  a  waiver  of 
Medicaid  requirements  under  §  431.55, 
services  may  be  limited  as  provided  by 
the  waiver. 

(k)  If  the  agency  has  been  granted  a 
waiver  of  the  requirements  of  §  440.240 
(Comparability  of  services)  in  order  to 
provide  home  or  community-based 
services  under  §  440.180,  the  services 
provided  imder  the  waiver  need  not  be 
comparable  for  all  individuals  within  a 
group. 

(Catalog  of  Federal  Domestic  Assistance 
Program  No.  13.761,  Medical  Assistance 
Program) 

Dated:  September  16, 1981. 

Carolyne  K.  Davis, 

Administrator,  Health  Care  Financing 
Administration, 

Approved:  September  24, 1981. 

Richard  S.  Schweiker, 

Secretary. 
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